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(i) Behavioral and psychological
signs of acute opiate intoxication or
withdrawal;

(iii) Clinical history of unauthorized
use recent enough to have produced the
laboratory test result;

(iv) Use of a medication from a for-
eign country. See §40.137(e) for guid-
ance on how to make this determina-
tion.

(2) In order to establish the clinical
evidence referenced in paragraphs
(c)(1)(1) and (ii) of this section, personal
observation of the employee is essen-
tial.

(i) Therefore, you, as the MRO, must
conduct, or cause another physician to
conduct, a face-to-face examination of
the employee.

(i) No face-to-face examination is
needed in establishing the clinical evi-
dence referenced in paragraph (c)(1)(iii)
or (iv) of this section.

(3) To be the basis of a verified posi-
tive result for opiates, the clinical evi-
dence you find must concern a drug
that the laboratory found in the speci-
men. (For example, if the test con-
firmed the presence of codeine, and the
employee admits to unauthorized use
of hydrocodone, you do not have
grounds for verifying the test positive.
The admission must be for the sub-
stance that was found).

(4) As the MRO, you have the burden
of establishing that there is clinical
evidence of unauthorized use of opiates
referenced in this paragraph (c). If you
cannot make this determination (e.g.,
there is not sufficient clinical evidence
or history), you must verify the test as
negative. The employee does not need
to show you that a legitimate medical
explanation exists if no clinical evi-
dence is established.

§40.141 How does the MRO obtain in-
formation for the verification deci-
sion?

As the MRO, you must do the fol-
lowing as you make the determinations
needed for a verification decision:

(@) You must conduct a medical
interview. You must review the em-
ployee’s medical history and any other
relevant biomedical factors presented
to you by the employee. You may di-
rect the employee to undergo further

§40.145

medical evaluation by you or another
physician.

(b) If the employee asserts that the
presence of a drug or drug metabolite
in his or her specimen results from
taking prescription medication, you
must review and take all reasonable
and necessary steps to verify the au-
thenticity of all medical records the
employee provides. You may contact
the employee’s physician or other rel-
evant medical personnel for further in-
formation.

§40.143 [Reserved]

§40.145 On what basis does the MRO
verify test results involving adulter-
ation or substitution?

(a) As an MRO, when you receive a
laboratory report that a specimen is
adulterated or substituted, you must
treat that report in the same way you
treat the laboratory’s report of a con-
firmed positive test for a drug or drug
metabolite, unless the creatinine con-
centration for a substituted specimen
was reported by the laboratory to be
equal to or more than 2 mg/dL.

(1) If the laboratory has reported the
creatinine concentration for a sub-
stituted specimen as equal to or more
than 2 mg/dL, you must report the
specimen to the DER as being dilute,
as provided in §40.155 of this part. Not-
withstanding any other provision of
this part, you must also instruct the
DER that a second collection under di-
rect observation must take place im-
mediately.

(2) If the laboratory has reported the
creatinine concentration for a sub-
stituted specimen as less than 2 mg/dL
or ‘‘creatinine not detected,”” you must
follow the procedures set forth in para-
graphs (b) through (h) of this section.

(b) You must follow the same proce-
dures used for verification of a con-
firmed positive test for a drug or drug
metabolite (see §§40.129-40.135, 40.141,
40.151), except as otherwise provided in
this section.

() In the verification interview, you
must explain the laboratory findings to
the employee and address technical
questions or issues the employee may
raise.

(d) You must offer the employee the
opportunity to present a legitimate
medical explanation for the laboratory
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